
Sup-02-2002 03:35pm From- T-g84 P 001/005 F-966 

Ms.Marquita Steadman, Esq. 
Mail Code HFS-007 
Phone: (301)827-6733 
Fax: (301)480-5730 

Dear Sir, 

My name is Kazuaki Kawashima who attended on Food Security and Recall 
Workshops on July 25,2002. 
1 am sorry that 1 suddenly sent this letter to you. 
I am really worried about the following letters. 
1 have some questions about the following papers about Section 305(Registration of 
Food Facilities), Section306 (Establishment and Maintenance of Records), 
Section307 (Prior Notice of Imported Food Shipments), and Section 
303(Administrative). 
What do we have to do now about those things now? 
Do we have to register before Dec.12.2003? 
Do you have any application forms about those things? 
If we do this, could you please tell me how to do this in details? 
I am really sorry to trouble you, please tell me about those questions. 
Thank you, 

Si cerel &B&42== 
Kazuaki Kawashima 
Azuma Foods International 
1787 Sabre Street 
Hayward, CA 94545 
51 O-782-11 12(Tel) 
510-782-2254(Fax) 
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Dear Cokagw, I?DA Foods Commutrity: 

The events of September 11,2001, reinforced the med to e&me the securiq~ of the United 
States f&d supply. Congress respoxaded by pwsing tl~e Public ‘Health Security and Bioterrorism 
Preparedness and Response Act of 2002 (‘%.hc Bioterrork~ Act” or %e Act”) (PL107-188), 
which President Bush signed iato law on June 12,2002.’ The Act is dhided into the h;ollowing 
five titles: 

. Title I - National Prepare&es3 fir Bioterrorkrn snd Other Public Health Agencies; 

. Title II - Enhancing XZontroIs on Dangerous Biological Agents and Toxins; 

. Title IIII - Protecting Safkty and Sec&ty of Food & Drug Supply; 

. Tii V - Additional Pmvisims. 

The purpose of this letter is: (1) to give you an overview of the four provisions in. Title III, 
Subtile A (Protection of the Food Supply), which require the Food and Drug AdniirJstratibn 
(FDA) to issue regulaths in an expedited rime period; (2) to infom you how the wt 
and FDA will be proceediug; and (3) to sokit comment on areas of concern to you and 
suggestions fbr how best to commmiwte those commms to us. 

A. Provisions Requiring Regulations 

Attachment A provides an tiormal summary of the provisions in Tlitle III, Subtitle A of the 
EGoterrorism Act. As mted, the SM, through the FDA., is required to propose and issue 
ihal regdations for the fbollotig fbur provision: 

X Section 305 .(Re&stration of Food Facilities] - requires the owner, operatorp or agent in 
C~~ofa~~or~reign~~toregist~with~~Anolater~Decantw 
12,2003. Facilities arc de&cd as any fkctory, warehouse, or establisbmerrt, including . 

Mation reaukrnenrs no Mer th&n December 12.200~ however, food &I&& 
import!rs. The Secretelry, thmugh FDA is reuuired to issue f&j rc@ktions ad& m 

‘You my obtain a fiU copy of the Act at httr>://thomias.loc. gov, and searching wirh Bilt 
number H.R 3443. 
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IX,TI& register with FDA by this date even ifl?DA has not issued %al regulations. T’Iw 
Bioterrorism Act exempts fiums, restaurants, other retail fbod establishzwnts, nonpro& 
iirod estabkbments in which food is prepared for or served directly to the consumer; and 
fishing vessels (except such vessels engaged in pressing BS defined in 21 CFR 
123.3(k)) &om the requirement to register. Also, tire@ f&$ties subject to the 
regiaration requirement am limited to those that man*, process, pack, or bold 
hod, only iffood from such .fMity is exported to the United States w-i&out further 
prcxxssing or packz@ng outside the United States. 

x 

X 

. $ection 306~s~lG~ end It4amtm of Records) - requires the Secretary, 
through F&4. to issue Bud sedations bu December 12.2003, to establish requkrmmts 
kbr the creation and maintenaace of records needed to dcterrnine the imroediate previous 
sources and the’ immediate subsequent recipients of food, (i.e., one up, one down), Such 
records are to allow FDA to address rredz%le threats of serious adverse health 
consequences or death to humans or animals. E&ties subject to these provisions arc 
those that man-, process, pack, tranqort, distribute, receive, hold or import fbod. 
Fams and rest-s are: exempt lhm these rcx@wmts. 

Section 307 #Vbr Notice of In;ported Food ?!!MD~) - requires that prior mtice of 
fiod ship-s be @en to FDA. The notice must include a dez&pt.ion of the article, 
the man~ruer and shipper, the grower (ifk.Rown), the col.ultly of origin# the country 
iiom which the article is shipped, and the anticipated port of entry+ 
hul?;h EQi$sWetio- bv December 12.2003. 

The Secretzuy, 
While we iwy expect 

x Suction 303 LMaG&trtive Detention) - author&s the Secretary, through FDA, to order 
the detention offood ifan of5cer or qualified employee Ends credible evklence OT 
inibrrnation indicating an article presents a threat of serious diverse he&h consequences 
or death to humans or animals. The Act requires the Secretary, through FDA, to ~SSUC 
final regulations to expedite court actions on p&&able foods. No tin# fimx is 
specilied. 

Unless e%cmpted, these provisiins apply to aiI fWl3ks for all types of fimd products replated 
by FDA, ince dietary supplements, 

B. FDA’s Regulation Development Plans 

Whiie the statute este ambitious d&s fbr each of the above provisions, I want to 
underscore that the Secretary has made it clear that be expects FDA to meet t.hem. Our goal is to 
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pub&h proposed regulations by the end of this ~a.lenh year, and we plan to ofI& at least a 60- 
day comment period. 

Wc also arc uommitted to receiving and cons&ring the input from stakeholders as we develop 
the proposed and fina regulations. Before issu& these proposed rules, FDA will seek to 
id- stz&eholders’ concerns and poteatial optiohs fm addressing ti During the commerrt 
period, we plan to hold several public meetings at various locations asross the country to explain 
the proposed regulatory requirements, answer questions and receive additiorx3l commcnt. 

We also have opened public dockets fur each regulation aud are ready to receive input fromyou 
now. Comments Would be most helpfill ifyOU not Only idcI@ any CoAcBfils you may have, but 
also pruvide both your recommeaded solution and arry supports data, ifapplicable. Also, to 

the extent fimiible, we wqki a vreceivinn.any comments vou?TBvha by gllst 
30.&q:. Fybmit. written coymints to the Dockets Management B-h (HPA-30:, Fo$ and 

d.nmstmtin, 5630 F&em Lane, IIXI. 1061, Roclcvihe, MD 20852. Submit electronic 
comments ta httu:/Iwww.fda. ~ov/dockets/ecommcnt~ . We request &at you $I& two copies 

” of any writ&t comments, except that+?iviriua.lS may submit one copy. Please ensure that you 
include in your submissiun th6 dock6t nuxnber that qpks to your cc)- &rn the l&t below 

. Section 305 &@&.ratian) Docket No. 02N-0276 

. Section 306 (Recordkeepiug) Docket No. OZN-0277 

. Section 307 @rim Notice) Docket No. 02%0278 

. Section 303 fpetention) Docket No. 02N-0275 

Ifyou would like to review comments FDA has received, you may do so at the Dock&s 
Management Branch between 9 am and 4 p.m, Monday tbroughFri&y. 

Within the FDA, Ms. Linda Skladany, FDA’s Sex&r Associate Commi&oner for Iktemal 
Fldathns, will scme as the focal point for our outreach eliixb. The Center fb~ Food Safkty and 
Applied Nut&km (CFSAN) will take the lead fbr the rqu&stiom devebpmcnt pmcess. 
Mr. L. Robert Lake, CFSAN’s Director of the 0fEic.e ~fRegulations and Policy, will serve as 
senior manager of this efExt. Ms. Leslye M. Fraser, CFSAN’s Associate Director fbr 
ReguJations, will serve as the ovfzralz lead fix the rcgulatious workgroups. Additional contact 
irdbrmatiou is contained in Attaobment 8. 

Lastly, many of the ranaiaing provisions in Title El, Subtitle A of the Bioterrwism Act me 
effhtive now. Cumistent with our good guidance practice (GGP) regulations, 22 CPR 10.115, 
FDA plans to issue guidance documents for severd of these provisions prior to implementiug 
them broadly. Please note that XFDA deems it necessary to use this new sttitory authority to 
protect the pubiic health prior to issuing written guidance, it wiil do so on a case-by-case basis 
after consulting with senior officials inthe af&cted District and within lficadquart~s. 
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I hope that you have fbund this id~rmation hdphl. Again, the Secretary, Dr. Crawford and I 
are co-ed to meetin$ the statutory deadljnes required to impaement t.k pvisioas of the 
Biotmorism Act intended to fkrtk protect the safety of the fbod supply. 

Sincerely, 

3oseph A. Levitt 
Director 
Center for Food Sa&y 

kUldA.ppIieCiNutritioll 

cc: Dr. Lester cratiord 
Deputy comnlissioner 


